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I.  GENERAL INFORMATION:
ANADA: 200-144
Sponsor: Bimeda, Inc.
288 County Road 28
Le Sueur, MN 56058
Generic Name: Oxytetracycline HC1
Trade Name: TETROXY® HCA SOLUBLE POWDER
Marketing Status: OoTC
Effect of the Supplement:  Change of withdrawal period for turkeys and swine to
zero days
II. INDICATIONS AND DOSAGES FOR USE:

Turkeys:

Swine:

200 to 400 mg per gallon for control of hexamitiasis caused by Hexamita
meleagridis, susceptible to oxytetracycline.

400 mg per gallon for control of infectious synovitis caused by
Mycoplasma synoviae, susceptible to oxytetracycline.

25-mg/lb body weight in GROWING TURKEYS for control of
complicating bacterial organisms associated with bluecomb (transmissible
enteritis, coronaviral enteritis), susceptible to oxytetracycline.

10 mg/1b body weight FOR THE CONTROL AND TREATMENT OF

THE FOLLOWING DISEASES IN SWINE — Bacterial enteritis caused by
Escherichia coli and Salmonella choleraesuis, susceptible to
oxytetracycline. FOR BREEDING SWINE: Leptospirosis (reducing the
incidence of abortions and shedding of leptospira) caused by Leptospira
pomona, susceptible to oxytetracycline.
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L.

Iv.

DRUG EFFECTIVENES AND TARGET ANIMAL SAFETY:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December
15, 1988, First GADPTRA Policy Letter) an abbreviated new animal drug application
(ANADA) may be submitted for a generic version of an approved new animal drug
(pioneer product). New target animal safety data, drug effectiveness data, and human
food safety data (other than tissue residue data) are not required for approval of an
ANADA. An ANADA relies on the target animal safety, drug effectiveness, and
human food safety data in the pioneer's new animal drug application. The ANADA
sponsor is required to show that the generic product is bioequivalent to the pioneer.
ANADA'’s for drug products for food-producing animals will generally be required to
include bioequivalence and tissue residue studies. A tissue residue study will
generally be required to accompany clinical end-point and pharmacologic end-point
bioequivalence studies, and blood level bioequivalence studies that can not quantify
the concentration of the drug in blood throughout the established withdrawal period.
For certain dosage forms, the agency will grant a waiver from conducting an in vivo
bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter;
Bioequivalence Guideline, October 10, 2000).

Based upon the formulation characteristics of the generic product, T ETROXY® HCA
was granted a waiver from conducting an in vivo bioequivalence study and approved
on June 26, 1995. The generic and pioneer products contain the same active and
inactive ingredients and are soluble powders.

HUMAN FOOD SAFETY:

A. TOLERANCES:

Tolerances are established in 21 CFR 556.500 for the sum of residues in tissues of
swine and turkeys as follows: 2 ppm in muscle, 6 ppm in liver, 12 ppm in fat and
kidney. The acceptable daily intake (ADI) for total oxytetracycline residues is 25
micrograms per kilogram of body weight per day.

B. WITHDRAWAL TIME:

When a waiver from the requirement of an in vivo bioequivalence study is
granted, the withdrawal times are those previously assigned to the pioneer
product. The withdrawal time for pioneer oxytetracycline soluble powders
(NADA 130-435, Alpharma, Inc.’s Oxytet Soluble®) is established under 21 CFR
520.1660d. Alpharma, Inc. received approval on November 29, 2000, for a zero
day withdrawal time for turkeys and swine. This supplemental ANADA requests



VI.

Freedom of Information Summary
ANADA 200-144
Page 4

the same zero-day withdrawal period for turkeys and swine based on the waiver
granted to the original approval of Bimeda, Inc.’s ANADA. No new data were
required for the reduced withdrawal times in swine and turkeys.

C. REGULATORY METHODS:

The regulatory method for determination of oxytetracycline in tissues is a
microbiological assay procedure using Bacillus cereus var. mycoides (ATCC
11778) suspension and is found in the FDA publication "Antibiotic Residues in
Milk, Dairy Products, and Animal Tissues: Methods, Reports, and Protocols"
revised October 1968, reprinted December 1974.

V. AGENCY CONCLUSIONS

This supplemental ANADA satisfies the requirements of section 512 of the Federal
Food, Drug, and Cosmetic Act and implementing regulations at Part 514 of Title 21,
Code of Federal Regulations (21 CFR 514) which demonstrates that TETROXY®
HCA (oxytetracycline HCI), is safe and effective for use in turkeys and swine for the
approved indications, when administered in water at the approved dose.

Tolerances are established in 21 CFR 556.500 for the sum of residues in tissues of
swine and turkeys as follows: 2 ppm in muscle, 6 ppm in liver, 12 ppm in fat and
kidney. The preslaughter withdrawal times for turkeys and swine are zero days. The
acceptable daily intake (ADI) for total oxytetracycline residues is 25 micrograms per
kilogram of body weight per day.

The agency has determined under 21 CFR 25.33(a)(1) that this action is of a type that does
not individually or cumulatively have a significant impact on the human environment.
Therefore, neither an environmental assessment nor an environmental impact statement is
required.

Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for food-producing animals
does not qualify for marketing exclusivity.

APPROVED PRODUCT LABELING (attached)

A. Pioneer Facsimile label - OXYTET Soluble (280 grams packet)
B. Generic Facsimile labels - TETROXY HCA-280 g (9.87 0z), 560 g (19.74 0z)
1400g (3.09 lbs) & 2270 g (5 1bs.)
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MIXING (NSTRUCT§ONS FOR WATER MENCAWON
HICKENS . TURKEYS - SWINE
DOSAGE AND INDICATIONS FOR USE I WATER PROPORTIONERS:

iy e ST | TETROXY’ HCA~2270

Disoase Mever Stock Soaion
oV on .
S cow«::n:cmm:ymmmoymmwm 200-400 mg 701409 ‘ R . SOLUBLE POWDER
4 Controd o chrunic esciratory dsesse (CRD) sl e sec Inciiors (OXYTETHACYCL'NE HGI)
K | e - e e ANTIBIOTIC
E
N -
S | oxpemmoyatne o i 400-800 mg 140280 : This 5 Ib. (2.27 kg) container contains 830.2 g oxytetracycline HC! and will make:
T | Control of hexamitinsia ceused by Hexamita meleagri bk 200-600 70140 : 41561 gallons {15712 L) containing 200 mg oxytetracycline HC! per gallon.
g to_oxyletracyciine. e 2075 galions (7854 L) containing 400 mg oxytetracycline HCI per gallon.
K | Sontrot ot ktectious Symoviti caused by Mycopiasma synoviae, 400 140 1038 gallons (3929 L) containing 800 mg oxytetracycline HCI per gallon.
E [ouscenthie B oxyewmeycine il S 5 Ibs. {2.27 kg) will treat 83,017 pounds of swine.
Y anomnemxeys:cmmet plicating bactarial crgank with 25 mghb variea with age & water
d entecitls, ! ontarits), suacoptivie to oxytetracy body weight consumption 5 FOR USE IN DRINKING WATER ONLY
s mmgs mo"; AND TREATMENT OF THE rouowmc; coteng o 3 NOT FOR USE IN LIQUID FEED SUPPLEMENTS
w DXSEASES IN 51 "“‘"' el “J“'m"”“"’”'j’ hcherich 10 mg/tb Va";“xg‘fm ; SEE PANEL FOR INSTRUCTIONS
| rEJ e&rgggimm;. : ”_m e abortions and body weigfit consumption _f KEEP OUT OF REACH OF CHILDREN
g of leplospira) caused by L ¥ POMONS, o
DIRECTIONS FOR USE: Mix fresh solutions dalty. Use as sole source of drinking water - Do not mix this product directly with mitk or ik § NET WEIGHT: 5 Ibs. (2-27 kg)

replacers. Administer one hour before or two hours afier feeding milk ot milk replacers. if improvement Is not noted within 24 10 48 hours,
consult a poultry veterinarian or poultry diagnostic laboratory - As a ¢ tization, 200 chick will drink one gallon of water per day for

(2,270 grams)

sach woek of age. Turkeys witl twice thet Administer 7 to 14 deys to chickens & turkeys and up to § days to swine. i A by FDA
Note: The concentration of drug required in medicated water must be adequete 10 compensate for variation in the age of the : - rov
birds, feed consumption rate, and the environmental temperaturs and humidity, each of which water oo ANADA 200 144’ pp o ed y
CAUTION: Use a8 sole source of oxytetracycline, Not to be used for more than 14 ive days in chick snd turkays ors
consacutive days in swine,
B WARNING: DO NOT feed to birds producing eggs for hurmar Di of CHICKENS, TURKEYS @ £ .
and SWINE 0 days prior to siaughter. CONSULT MATERIAL SAFETY DATA SHEET PRIOR TO USE, nee B 8 - Bimeda
meknmmmmmmvmm LthﬁABM!nc, LW
RECOMMENDED STORAGE CONDITIONS: Store below 774 : Rivers g, 3%59 usA
LIVESTOCK REMEDY, NOT FOR HUMAN co~summo~. HAZARDOUS REMEDY ey T e ] erside,




TETROXY® HCA-560

SOLUBLE POWDER

(OXYTETRACYCLINE HCI)
ANTIBIOTIC

Each packet contains 204.8 g oxytetracycline HCI and will make:

1024 gallons (3876 L) containing 200 mg oxytetracycline HCI per gallon.
512 gallons (1938 L) containing 400 mg oxytetracycline HCI per gallon.
256 gallons (969 L) containing 800 mg oxytetracycline HCI per gallon.
This packet will treat 20,480 pounds of swine.

FOR USE IN DRINKING WATER ONLY
NOT FOR USE IN LIQUID FEED SUPPLEMENTS
SEE BACK FOR INSTRUCTIONS

KEEP QUT OF REACH OF CHILDREN

NET WEIGHT: 19.74 oz. (560 Grams)
ANADA 200-144, Approved by FDA

\VJ_ Bimeda

Manufactured for:
Bimeda, Inc.
Riverside, MO 64150 USA




MIXING INSTRUCTIONS FOR WATER MEDICATION
CHICKENS - TURKEYS - SWINE

DOSAGE AND INDICATIONS FOR USE IN WATER PROPORTIGNERS - Add the following amount to one galion of stock solution when pro-
portioner is set to meter at the rate of one ounce per galion.

TREATMENT PACKS/GAL.

DISEASE LEVEL STOCK SOL.
CHICKENS Control of infectious synovitis caused by Mycopfasma synoviae, 200-400 mg  1/4-1/2{70-140 g)
susceptible to oxytetracycling
Control of chronic respiratory disease (GRD) and air sac infections caused by 400-800 mg  1/2 - 1 (140-280 g)
Mycoplasma gallisepticum and Escherichia cofi, susceptible to oxytetracyciine.
Control of fowl cholera caused by Pasteurella multocida, 400-800 mg 172 -1{140-280 g}
susceptible to oxytetracycline.
TURKEYS Control of hexamitiasis caused by Hexamita meleagridis, 200-400 mg  1/4- 1/2(70-140 g)
susceptible to oxytetracycline,
Control of infectious synovitis caused by Mycoplasma synoviae, 400 mg 1/2 (140 g)
susceptible 1o oxytetracycline. ‘
GROWING TURKEYS- Control of complicating bacteria organisms 25 mg/tb. Varies with age &
associated with bluecomb {transmissible enteritis, coronaviral enteritis), body weight waler consumption

susceplible to oxytetracyctine.

SWINE  FOR THE CONTROL AND TREATMENT OF THE FOLLOWING DISEASES IN SWINE
Bacterial enteritis caused by Escherichia coli and Salmonelfa choleraesuis,
susceptible to oxytetracycline.
Bacterial pneumaonia caused by Pasteurefla multocida, 10 mg/ib. Varies with age &
susceptible to oxytetracycline. body weight water consumption

FOR BREEDING SWINE: Leptospirosis (reducing the incidence of abortions
and shedding of leplospira) caused by Leptospira pomona,
susceptible to oxyletracycline.

DIRECTIONS FOR USE

MIX FRESH SOLUTIONS DAILY. USE AS SOLE SOURCE OF DRINKING WATER - DO NOT MIX THIS PRODUCT DIRECTLY WITH MILK OR
MILK REPLACERS. ADMINISTER ONE HOUR BEFORE OR TWO HOURS AFTER FEEDING MILK OR MILK REPLACERS. IF IMPROVEMENT
IS NOT NOTED WITHIN 24 TO 48 HOURS, CONSULT A POULTRY VETERINARIAN OR POULTRY DIAGNQSTIC LABORATORY - AS A GEN-
ERALIZATION, 200 CHICKENS WILL DRINK ONE GALLON OF WATER PER DAY FOR EACH WEEK OF AGE. TURKEYS WILL CONSUME
TWICE THAT AMOUNT. ADMINISTER 7 TO 14 DAYS TO CHICKENS & TURKEYS AND UP TO 5 DAYS TO SWINE. NOTE: The concentra-
tion of drug required in medicated water must be adequate to compensate for variation in the age of the birds, feed consumption rate, and
the environmental temperatures and humidity, each of which affects water consumption.

CAUTION: USE AS SOLE SOURCE OF OXYTETRACYCLINE.
NOT 70 BE USED FOR MORE THAN 14 CONSECUTIVE DAYS IN CHICKENS AND TURKEYS OR 5 CONSECUTIVE DAYS IN SWINE.

WARNING: 00 NOT FEED TO BIRDS PRODUCING EGGS FOR HUMAN CONSUMPTION.
DISCONTINUE TREATMENT OF CHICKENS, TURKEYS AND SWINE 0 DAYS PRIOR TO SLAUGHTER.
CONSULT MATERIAL SAFETY DATA SHEET PRIOR TO USE.

Tetroxy 15 a registered trademark of the Cross Vetphatm Group, Ltd DBA Bimeda, inc. Produci No. 1TET012
8TET002-581

RECOMMENDED PACKET STORAGE CONDITIONS: Store below 77°F (25°C).
LIVESTOCK REMEDY - NOT FOR HUMAN CONSUMPTION - HAZARDOUS REMEDY

e "R ¥ Made in Canada £545078




MIXING INSTRUCTIONS FOR WATER MEDICATION
CHICKENS - TURKEYS - SWINE

DOSAGE AND INDICATIONS FOR USE IN WATER PROPORTIONERS - Add the following amount to one galion of stock solution when pro-
portioner is set to meter at the rate of one ounce per gallon.

) TREATMENT PACKS/GAL.
DISEASE LEVEL STOCK SOL.
CHICKENS Control of infectious synovitis caused by Mycoplasma synoviae, 200-400mg  1/8-1/4(70-140 @)
susceptible to oxytetracycline
Control of chronic respiratory disease (CRD) and air sac infections caused by 400-800mg  1/4 - 1/2 (140-280 @)
Mycoplasma gallisepticum and Escherichia coli, susceptible to oxytetracycline.
Control of fow! cholera caused by Pasteurella multocida, 400-800 mg  1/4 - 1/2 (140-280 g)
susceplible to oxytetracycline.
TURKEYS Control of hexamitiasis caused by Hexamita meleagridis, 200-400 mg  1/8-1/4 (70-140 q)
susceptible to oxytetracycline.
Control of infectious synovitis caused by Mycoplasma synoviae, 400 mg 1/4 (140 g)
susceptible to oxytetracycline.
GROWING TURKEYS- Control of complicating bacteria organisms 25 my/ib. Varies with age &
associated with bluecomb (transmissible enteritis, coronaviral enteritis), body weight water consumption
susceptible to oxytetracycline.
SWINE  FOR THE CONTROL AND TREATMENT OF THE FOLLOWING DISEASES IN SWINE
Bacterial enteritis caused by Escherichia coli and Salmonella choleraesuis,
susceptible to oxytetracycline.
Bacterial pneumonia caused by Pasteurelia multocida, 10 mg/tb. Varies with age &
sysceptible to oxytetracycline. body weight water consumption

FOR BREEDING SWINE: Leptospirosis (reducing the incidence of abortions
and shedding of leptospira) caused by Leptospira pomona,
susceptible to oxytetracycline.

DIRECTIONS FOR USE

MIX FRESH SOLUTIONS DAILY. USE AS SOLE SOURCE OF DRINKING WATER - DO NOT MIX THIS PRODUCT DIRECTLY WITH MILK OR
MILK REPLACERS. ADMINISTER ONE HOUR BEFORE OR TWO HOURS AFTER FEEDING MILK OR MILK REPLACERS. IF IMPROVEMENT
IS NOT NOTED WITHIN 24 T0 48 HOURS, CONSULT A POULTRY VETERINARIAN OR POULTRY DIAGNOSTIC LABORATORY - AS A GEN-
ERALIZATION, 200 CHICKENS WILL DRINK ONE GALLON OF WATER PER DAY FOR EACH WEEK OF AGE. TURKEYS WILL CONSUME
TWICE THAT AMOUNT. ADMINISTER 7 TO 14 DAYS TO CHICKENS & TURKEYS AND UP TO 5 DAYS TO SWINE. NOTE: The concentra-
tion of drug required in medicated water must be adequate to compensate for variation in the age of the birds, feed consumption rate,
and the environmental temperatures and humidity, each of which affects water consumption.

CAUTION: USE AS SOLE SOURCE OF OXYTETRACYCLINE.
NOT TO BE USED FOR MORE THAN 14 CONSECUTIVE DAYS IN CHICKENS AND TURKEYS OR 5 CONSECUTIVE DAYS IN SWINE.

WARNING: DO NOT FEED TO BIRDS PRODUCING EGGS FOR HUMAN CONSUMPTION.
DISCONTINUE TREATMENT OF CHICKENS, TURKEYS AND SWINE 0 DAYS PRIOR TO SLAUGHTER.
CONSULT MATERIAL SAFETY DATA SHEET PRIOR TO USE.

Tetroxy is a registered trademark of the Cross Vetpharm Group, Ltd DBA Bimeda, inc. Product No. 1TET813

8TET004-501
RECOMMENDED PACKET STORAGE CONDITIONS: Store below 77°F (25°C).

LIVESTOCK REMEDY - NOT FOR HUMAN CONSUMPTION - HAZARDOUS REMEDY

o TR & Made in Canada 6546088




TETROXY° HCA-280

SOLUBLE POWDER

(OXYTETRACYCLINE HCI)
ANTIBIOTIC

Each packet contains 102.4 grams of oxytetracycline HCI and will make;
512 gallons (1938 L) containing 200 mg oxytetracycline HCI per gallon.
128 gallons (484 L) containing 800 mg oxytetracycline HCI per gallon.

FOR USE IN DRINKING WATER ONLY
NOT FOR USE IN LIQUID FEED SUPPLEMENTS
SEE BACK FOR INSTRUCTIONS

Restricted Drug (California) - Use Only as Directed
KEEP OUT OF REACH OF CHILDREN
NET WEIGHT: 9.87 oz. (280 Grams)

ANADA 200-144, Approved by FDA

W, Bimeda

Manufactured for:
Bimeda, inc.
Riverside, MO 64150 USA




UG LIHES

Dosage and indications for use in water proportioners - ACg the foliowing amount 10 1 gation of
stock solution when proportioner is set to meter at the rate of 1 oz per gallon.

C Disease {Freatrment Level] Packs/Gadlon Stock
Comrot of infectious synovitis caused by 4 synoviae, 10 ®, 200 - 400 mg - (70-140 g}
Contral of chwaric respiratory disese (CRDJ and air sac infections Gused by Mycoplasma Take Time
5 i and Cofl, ible 10 400 - BOO g Ye-1 {140-280 g}
Controi of fowl cholera caused by Pasteurefla multooida, wiceptible to oxytetracydine. 400- 800 mg | %1 {140-280 g}
Control of hexamitiasis caused by Hexamita meleagridis, susceprivie 10 dxytetracydine. 200 - 400 my Y- (70-140 G} Observa Label
Comtrol of infectious syrovitis caused by Myoplasma synoviae, susceptibie 1o oxytetracydine. 400 mg % (140 g} Directions
GROWING TURKEYS — Control of complicating bacterial organisms assocated with bluecomb 25 mg/th Varies with age &
issi irat erderitis), ible 10 Gxytetracycline. body weight | water @nsumption
FOR THE CONTROL AND TREATMENT OF THE FOLLOWING DISEASES IN SWINE - Bacteriat
& | enterits caused by Escherichia cof and Salmonelis choleresus, susceptible to oryteracydine.
§ Bacterial preymonia Gussed by Pasteurela muftocids, ssceptidle to oxytetracydine. X List #2201
’; FOR BREEDING SWINE: Leprospirosts {reducing the ingdence of sborbons and shedding of 10 mothy Varies with age &
lepospira) caused by leplospirs pomona, suscentible to axytetracychae body weight | water consumprtion

OXYTETRACYCLINE HCI  ANTIBIOTIC

This packet contains 102.4 g of RECOMMENDED PACKET For Use in Drinking Water Only
oxytetracycline HCI and will make: STORAGE CONDITIONS: Not for Use in Liquid Type B
512 gallons (1936 fiters) containing Medicated Feeds
200 mg oxytetracycline HClper  Store below 77° F (257 C) Keep Out of Reach of Children
gatlon
128 gations (484 liters) containing  See back panel for instructions Net Weight
800 mg oxytetracycline HCI per 9.87 0z (280 g)
galion NADA #130-435, Approved by FDA

This packet wil treat 10,240 ibs of Restricted Drug, Use Only as Directed (CA)

swine

CALPHARMA.

Animal Heatth Division

Alpharma tnc.
One Executive Drive, Fort Lee, New Jersey 07024 FDA AHF-031A 0007

DIRECTIONS FOR USE: Mix fresh solutions daily. Use as sole soure of drinking water. Do not mix this product dirctly with
mitk or milk replacers. Administer 1 hour before or 2 hours after feeding milk or milk replacers. Consult a poultry diagnostic
taboratory or poultry pathclogist for diagnosis and advice on dosage for chickens and turkeys. As a generalization, 200
chickens will drink 1 gallon of water per day for each week of age. Turkeys will consume twice that amount. Administer up to
S days to swine and 7 to 14 days for chickens and turkeys. NOTE: The concentration of drug required in medicated water
must be adeguate to compensate for variation in the age of the anima, feed consumption rate, and the environmentat
temperatures and humidity, each of which affects water consumption. CAUTION: Use as sole source of oxytetracycline.

Not to be used for more than $ consecutive days in swine or 14 consecutive days in chickens and turkeys.

NOT FOR HUMAN USE. HAZARDOQUS REMEDY.

’ WARNING - Do not feed to birds producing eggs for human consumption. LIVESTOCK REMEDY, ‘




FUIU LiIES

Dosage and indications for uyse in water propartioners - Add the following amount to 1 gailon of
stock solution when proportioner is set to meter at the rate of 1 oz per galion

< Disease Treatrment Level] Packs/Gallon Stock
'.‘ Contrat of infectious synowtis Gavsed by Mycoplasma synoviae, susceptible ta oxytetraydice. 200 - 400 mg %-¥ (70-140 g}
$ [7Cantrai of dvonic respiratory diseass (CRD) 00 v sac miections caused by Mycoplasma
f« galisepticurn and Escherichiy cof, susceptible 10 oxytetracycling, 400-800mg | ¥-1(140-280g)
$ | Control of fowd cholera caused by multoods, 10 oxy i 400 - 800 vy Y1 {140-280 g}
£ 1 Control of hexamitiasis caused by Meramita meleagridis, susceptible to orytetracycine. 2W0-400mg | WHOON0G | o0 ST
: cm:m of infectious synovits Caused by Myroplasma synoviog, susceptitie 1o oxytetracyding. 400 mg %140 g) Directions
£ T GROVANG TURKEYS — Control of complicating bactenal orgaowss assacated with bluecomb 25 mo/iy Varies with age &
s & enteriTis), body weight | water consumption
FOR THE CONTROL ANO TREATMENT OF THE FOLLOWING DISEASES IN SWINE — Bacterial
& 1 entertis caused by F;chen{hu cob and Satmonella
y | et used by o i, et List #2201
'E‘ FOR BREEDING SWINE Leptospirasts (4 educing the inddence of abomms and shedding of 10 gt Vacies with age &
teprospical caused by Leplospira pomons, susceplible to oxytelracydine. body weight | water consumpyon

OXYTETRACYCLINE HCI  ANTIBIOTIC

This packet contains 102.4 g of RECOMMENDED PACKET For Use in Drinking Water Only

oxytetracycline HCl and willmake:  STORAGE CONDITIONS: Not for Use in Liquid Type 8

512 gallons (1936 liters) containing Medicated Feeds
200 mg oxytetracycline HClper  Store below 77° F (25° () Keep Out of Reach of Children
gallon

128 gaflons (484 liters) containing  See back panel for instructions Net Weight

800 mg oxytetracychine HCI per 9.87 oz (280 g)
gallon NADA #130-435, Approved by FDA

This packet will treat 10,240 tbs of Restricted Drug, Use Only as Directed {(CA)

swine

ALPHARMA .

Animal Health Division

Algharma inc.

One Executive Drive, Fort Lee, New Jersey 07024 FDA AHF-031A 0007

DIRECTIONS FOR USE: Mix fresh solutions daily. Use as sole soure of drinking water. Do not mix this product directly with
milk or milk replacers. Administer 1 hour befere or 2 hours after feeding mitk or mifk replacers. Consult a poultry diagnostic
laboratory or poultry pathologist for diagnasis and advice on dosage for chickens and turkeys. As a generalization, 200
chickens will drink { gallon of water per day for each week of age. Turkeys will consume twice that amount. Administer up 0
S days to swine and 7 to 14 days for chickens and turkeys. NOTE: The concentration of drug required in medicated water
must be adequate tc compensate for variation in the age of the animal, feed consumption rate, and the environmental
temperatures and humidity, each of which affects water consumption. CAUTION: Use as sole source of oxytetracycline.

Not to be used for more than 5 consecutive days in swine ot 14 consecutive days in chickens and turkeys.

WARNING - Do not feed to birds producing eggs for human consumption. UIVESTOCK REMEDY.
NOT FOR HUMAN USE. HAZARDOUS REMEDY.




DIRECTIONS FOR USE: Mix fresh solutions daily. Use as sole source of - MEIXING DIRECTIONS FOR WATER MEDICATION

drinking water. Do not mix this product directly with milk or milk replacers. XY HCA-1400 CHICKENS -~ TURKEYS - SWINE

Adminiitet oné hour before or tw;t))r hours after ft}a,eding mifk or mitk rei)acers; SOLUBLE POWDER DOSAGE AND INDICATIONS FOR USE IN WATER PROPORTIONERS — Add | bottle to the following amount of
If improvement is not noted within 24 to 48 hours, consult a poultry {OXYTETRACYCLINE HCYH water to make a stock solution for use in a proportioner set to meter at the rate of one ounce per gaflon,

wveterinarian or poultry di; ic lab y~Asa g izati ANTIBIOTIC

200 chickens will drink one gallon of water per day for each week of age.

Each bottle contains 512 grams of Oxytetracyctine HCI and will make:

Turkeys will con sume twice that amount. Administer 7 to 14 days for 2560 gallons {9690L) containing 200mg oxytetracycline HCI per galion Disease Treapment Level Gallons Stock/Bottle
chickens and turkeys and up to 5 days to swine. 1280 gallons {4845L) ining 400mg oxy tine HC per galion C Controt of infecti ynovitis caused by Mycopi: 200 - 400 mg 20-10
640 gatlons (2422L) 800mg oxy tine HC per gallon H susceptible to oxytetracycline.
Note: The ion of drug required in medicated water must be This bottle will treat 51,200 pounds of swine. 1 Control of chronic respiratory discase (CRD) and air sac infec- 400 - 800 mg 10-5
adequate to compensate for variation in the age of the animal, feed C fions caused by Mycoplasma gallisepticum and Escherichia
ion rate, and the envil ] temperatures and humidity, each FOR USE IN DRINKING WATER ONLY K cofi, susceptible to oxyterracycline.
of which affects water consumption. NOT FOR USE IN LIQUID FEED SUPPLEMENTS E  Control of fowl cholera caused by Pasteurella multocida, 400 - 800 mg 10-5
N susceptible to oxytetracycline.
CAUTION: USE AS SOLE SOURCE OF OXYTETRACYCLINE. NOTTO S
BE USED FOR MORE THAN 14 CONSECUTIVE DAYS IN CHICKENS LIVESTOCK REMEDY ~ NOT FOR HUMAN CONSUPTION ~ T Control of h is caused by He meleagridis, 200 -400 mg 20-10
AND TURKEYS OR 5 CONSECUTIVE DAYS IN SWINE. HAZARDOUS REMEDY U susceptible o oxytetracycline.
KEEP OUT OF REACH OF CHILDREN R Control of infectious synovitis caused by Mycoplasma synoviae, 400 mg 10
= WARNING: DO NOT FEED TO BIRDS PRODUCING EGGS FOR  «= K susceptible to oxytetracycline.
HUMAN CONSUMPTION. DISCONTINUE TREATMENT OF E  GROWING TURKEYS-Control of complicating bacteria 25 mp/ib. Varies with age &
CHICKENS, TURKEYS AND SWINE 0 DAYS PRIOR TO SLAUGHTER. Restricted Drug (California) ~ Use Only as Directed Y iated with bt b issible enteritis, corona- body weight water consumption
CONSULT MATERIAL SAFETY DATA SHEET PRIOR TO USE. S viral enteritis), to oxytetracycline.
NET WEIGHT: 3.09 LBS. (1400 GRAMS) S FOR THE CONTROL AND TREATMENT OF THE FOLLOWING DISEASES IN SWINE
RECOMMENDED PACKET STORAGE CONDITIONS: Store below W Bacterial enteritis caused by Escherichia coli and Salmonella cho- 10 mg/ib. Varies withage &
T7°F (25°C) ANADA 200-144, Approved by FDA 1 lergesuis, susceptible to oxytetracyctine. body weight water consumption
N Bacierial pneumonia cansed by Pasteurella multocida,
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TETROXY® HCA-2270 |

(OXYTETRACYCLINE HCI)
ANTIBIOTIC

This 5 Ib. (2.27 kg) container contains 830.2 g oxytetracycline HCI and will make:
4151 gailons {15712 L) containing 200 mg oxytetracycline HCI per galion.

2075 gallons (7854 L) containing 400 mg oxytetracycline HCI per galion.

1038 gallons (3929 L) containing 800 mg oxytetracyckne HCi per gation.

5 Ibs. (2.27 Kg) will treat 83,017 pounds of swine.

FOR USE IN DRINKING WATER ONLY
NOT FOR USE IN LIQUID FEED SUPPLEMENTS
SEE PANEL FOR INSTRUCTIONS
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